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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 04 
October 2006 has been entered. 



Response to Amendment 

Claims 1-87 are cancelled and claims 88-122 have been added. Claims 88-122 
are pending in the instant application. 

Claim 122 is directed to an isolated protein, which is an invention that has been 
previously withdrawn from consideration. See Restriction Requirement of 07 March 
2003 and election, with traverse, on 07 July 2003. Accordingly, claim 122 is withdrawn 
from consideration as being directed to a non-elected invention. See 37 CFR 1.142(b) 
and MPEP§ 821.03 

Therefore, claims 88-121 are under examination in the instant Office action. 

The text of those sections of Title 35, U.S. Cod,e not included in this action can 
be found in a prior Office action. 
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Any objection or rejection of record which is not expressly repeated in this action 
has been overcome by Applicant's response and withdrawn. 

Applicant's arguments filed 04 October 2006 have been fully considered but they 
are not deemed to be persuasive. 

Claim Rejections - 35 USC §112 

Claims 88-122 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claims contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventors, at the time the application was filed, 
had possession of the claimed invention. This is a new matter rejection. 

In the most recent amendment, Applicant has canceled all the previously pending 
claims and added all new claims. Applicant did not identify in the specification by page 
and line number the basis for the new claim limitations. After a review of the 
specification as originally filed, basis for the new claim limitations could not be found. 
For example, the concept of 2 regions of a nucleic acid of SEQ ID NO:1 , "identity with at 
least sixty percent of corresponding nucleotide bases at positions", "identity with at least 
eighty percent of corresponding nucleotide bases at positions", "identity with at least 
ninety percent of corresponding nucleotide bases at positions", "identity with at least 
ninety five percent of corresponding nucleotide bases at positions", recitations of nucleic 
acid positions which could be variable, recited hybridization conditions with optional 
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combinations or for "low salt concentration of 0.99 M sodium ion", and "an isolated 
single-stranded DNA molecule, a complimentary RNA strand of the single-stranded 
DNA molecule". The claims must find basis in the specification as originally filed and 
Applicant must point out support for the new claim limitations. Therefore, the claims are 
considered new matter. 

Claims 52-85 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement for the reasons of record as applied to 
previously examined claims 13-30 and 39-51. The claims contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventors, at the time the application was filed, had 
possession of the claimed invention. 

The instant claims are generically directed to isolated DNA and RNA (single and 
double-stranded) which encode bovine leptin, wherein the nucleic acid molecule 
hybridizes to a nucleic acid sequence of SEQ ID NO:3 (or a variant thereof) under 
stringent hybridization conditions. However, the only such molecule disclosed in the 
instant specification is the nucleic acid molecule of SEQ ID NO:3 which encodes the 
protein of SEQ ID NO:4. 

Applicant argues at page 14 that they are "in actual possession of a bovine leptin 
genus" and that the "genus of DNA sequences are unique from murine and human at 
positions 2, 5, 92, 131, 146, 147, 176, 182, 183, 225, 279, 280, 302, 311, 313, 322, 333, 
340, 356, 368, 401 , 404, 414, or 444 of SEQ ID NO:3". Applicant's argument has been 
fully considered, but is not persuasive. The specification teaches a single bovine leptin 
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molecule. A single bovine leptin molecule does not constitute a genus. The 
specification does not provide written support for the claims which recite these positions 
(see rejection above for new matter), nor does the instant specification teach any 
additional bovine leptin molecule which differ at these positions. Therefore, Applicant's 
argument is not persuasive. 

As stated in the previous Office action(s), If one of ordinary skill in the art would 
not know the bovine leptin sequence until they were in possession of the bovine leptin 
sequence (as stated by Dr. Spurlock in a 1.132 Declaration, filed 01/18/01 in parent 
application 08/688,908), it is unclear how the instant claims meet the written description 
requirement when the specification provides one bovine leptin sequence, but is claiming 
a vast genus of molecules which have not been isolated or described. Even if one of 
ordinary skill in the art could use the disclosed polynucleotide sequence to hybridize to 
bovine polynucleotides, the skilled artisan would not know if they were in possession of 
bovine leptin as stated so clearly by the inventor himself. 

Claims 88-121 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claims contains subject matter which was 
not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

The claims are not enabled for molecules which hybridize and encode a porcine 
leptin. There is no requirement that the molecules which hybridize do so to a complete 
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coding region for porcine leptin - this encompasses fragments and the specification is 
not enabled for fragments which encode a porcine leptin. There are no examples of a 
single variant of porcine leptin in the instant specification, and there is a but a single 
example of a porcine leptin in the instant specification. While the skill in the art is high, 
there is no guidance or direction provided in the instant specification for making 
mutations or variations to the given coding sequence; there is no disclosure of which 
regions of the molecule should be conserved or which regions could be variable. Based 
on the teachings of the prior art, one might expect that the nucleic acid encoding 
porcine leptin could be varied to some degree, but would this molecule still be 
considered a "porcine" leptin? If the nucleic acid is not present in the pig, can it still be 
considered porcine leptin. Or if the starting material is from pig, and the molecule is 
mutated such that it now has the sequence of the human molecule, is it still considered 
"porcine" leptin? Regardless, the issue is that based on the lack of guidance in the 
specification and the prior art, the lack of examples, and the degree of unpredictability in 
the art, the claims are not enabled for the full breadth of the claims, absent evidence to 
the contrary. 

At pages 13-15, Applicant continues to argue which has been rendered moot by 
cancellation of the claims. Even though the rejection which was based on these claims 
is no longer at issue, it seems important to clarify the record. 

Applicant argues that the Kennes article demonstrates that the scientific literature 
does indeed recognize nucleic acid molecules having at least about 20 bases of a 
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nucleotide sequence derived from a leptin gene that encodes a leptin molecule. 
Applicant's argument has been considered, but is not persuasive. The issue the 
Examiner was raising was not directed to the meaning of the term "encode", but rather 
with the recitation that the encoded molecule be "leptin". For clarity sake, the molecule 
of Kennes et al which "encodes leptin" is much longer than 20 bases. If leptin is roughly 
145 amino acids long, it would require at least 435 nucleotides to encode for the protein. 
The molecules of Kennes et al. have many more nucleotides, based on the location of 
the polymorphisms found (i.e. positions 2845, 3996, 2728, 3469). Therefore, on its 
face, the specification does not teach a polynucleotide as short as 20 bases in length 
which also encodes porcine leptin. The claims previously recited "at least about 20", but 
the claims must be enabled for their full breadth, and the lower limit of 20 was not 
enabled. This argument is moot in light of cancellation of the claims which included this 
limitation. 

Applicant again argues rejections which have been obviated by the cancellation 
of the claims (see pages 15-17 with regard to "at least about"). 

Claim Rejections - 35 USC § 112/2nd 

Claims 88-121 are indefinite for the limitation of "stringent hybridization 
conditions". The limitation "stringent hybridization conditions" is equivalent to reciting a 
range without indicating the metes and bounds of the conditions since there is no 
indication of what conditions are to be encompassed by the claims. The specification 
does not provide a definition of what conditions are considered "stringent" and the art 
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recognizes a multitude of conditions which could be used and considered "stringent". 
Because a multitude of conditions are encompassed by the claims, it is not clear which 
molecules which may hybridize under varying conditions are encompassed by the 
claims. Many of the claims recite a variety of conditions and indicate that any of the 
conditions in any combination or all of the conditions are included. This still does not 
set forth a "set of conditions" by which the nucleic acid molecules will be isolated, 
therefore, there are still variables unaccounted for which will greatly affect which 
molecules will hybridize and which will not. Therefore, the metes and bounds of the 
claims are unclear and the claims are indefinite. 

Applicant continues to argue this rejection at pages 17-22. Applicant states at 
page 21 of the response that "one of ordinary skill in the art will recognize the objective 
of the claimed invention and would have the knowledge to choose from a variety of 
conditions to obtain the stringent conditions required to obtain the appropriate final 
result (emphasis added). Herein lies the problem. Without a finite, definite set of 
conditions, which one of ordinary skill in the art is aware, it is unclear if an "appropriate 
final result" has been met. The purpose of a definite claim is so that one of ordinary skill 
in the art knows if they are infringing a patented claim or not. What is considered 
"appropriate" to Applicant, may be considered new and novel to one of ordinary skill in 
the art. The metes and bounds of the claims must be clear, and the current claims 
recite open-ended ranges for obtaining molecules, which makes it impossible to 
determine if the limitations of the claims are met. Therefore, the claims are indefinite for 
these reasons and the reasons presented in the previous Office actions. 
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Applicant argues at pages 22-23 rejections which has been obviated by 
cancellation of the claims. Applicants continued argument is moot, as the issue is no 
longer applicable to the instant claims. 

Claims 102-106 and 112-121 are indefinite for reciting both, an isolated single- 
stranded DNA molecule and a complimentary RNA strand of the single-stranded DNA 
molecule. It is not clear if the claims are directed to (1) isolated single-stranded DNA, 
(2) complimentary RNA, (3) or a complex of the two molecules. Take claim 66 for 
example, there is no disclosed relationship between the DNA molecule in line 1 and the 
RNA molecule in line 3. 

Based on this ambiguity, no art rejections of these claims can be made at this 
time. If the claims are amended to clearly indicate that RNA molecules are 
encompassed, an art rejection may be necessitated by such an amendment. 

Claim Rejections - 35 USC § 103 

Claims 88-121 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Friedman et al. (U.S. Pat. No. 6,309,853) for the reasons of record in the previous 
Office action(s) as applied to the previously filed claims. 

Applicant argues at page 26 that the Friedman patent does not teach, suggest, 
disclose, or make obvious the invention and that the Friedman patent does not disclose 
any porcine leptin DNA (or mRNA) molecules or polypeptides. 
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Applicant's argument has been fully considered, but is not persuasive. Friedman 
et al. teach that the nucleic acid molecules encoding leptin could be used to isolate 
nucleic acid molecules encoding leptin from other species, specifically pigs (see column 
48, lines 41-57), contrary to Applicant's assertion that "the Friedman patent does not 
teach, suggest or disclose the invention of the above-identified application". The claims 
are broadly directed to isolated nucleic acids which encode porcine leptin - based on 
the known high degree of nucleic acid similarity of the leptin molecules across species 
(taught in Friedman), the known existence of a porcine leptin molecule (taught in 
Friedman), motivation to isolate nucleic acid molecules encoding porcine leptin (taught 
in Friedman) and known methods of isolation of nucleic acid molecules encoding leptin 
using one species as a probe (taught in Friedman), the invention as a whole would have 
been prima facie obvious in view of Friedman. If one of ordinary skill in the art used the 
polynucleotides of Friedman et al. to hybridize to porcine polynucleotides using the 
methods taught in Friedman et al., there is more than a reasonable expectation of 
success in isolating a porcine version of leptin, especially since Friedman already 
confirmed that there was a polynucleotide encoding leptin present in pigs, absent 
evidence to the contrary. Applicant has not provided any evidence on the record that 
one of ordinary skill in the art could not follow the teachings and guidance in Friedman 
et al. to isolate nucleic acids encoding leptin in pigs. Therefore, the invention as a 
whole would have been prima facie obvious to one of ordinary skill in the art at the time 
it was made. 
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Applicant argues at pages 26-27 that the biological activities of porcine leptin and 
human leptin are different and that the nucleic acids of Friedman do not encode proteins 
with similar functional properties. Applicant's arguments have been fully considered, 
but are not persuasive. 

Applicant's arguments regarding specific activities of porcine leptin are noted, but 
do not avoid the rejection of record. The claims do not require these specific activities 
and the specification does not disclose these activities. The functions contemplated by 
the specification would include any function, such as binding to a leptin receptor, 
antigenicity, etc. Therefore, Applicant's arguments are not persuasive. 

Applicant argues that "the Examiner switched horses and basically alleged 
Applicants could only consider functional properties disclosed for porcine leptin in the 
present application" (see page 27 of the response). Applicant's arguments have been 
considered, but are not persuasive. The claims do not require the isolated molecule to 
encode a porcine leptin with any particular biological activity. If one of ordinary skill in 
the art used the polynucleotides of Friedman et al. to hybridize to porcine 
polynucleotides using the methods taught in Friedman et aL, there is more than a 
reasonable expectation of success in isolating a porcine version of leptin, especially 
since Friedman already confirmed that there was a polynucleotide encoding leptin 
present in pigs, absent evidence to the contrary. 

Applicant argues at page 28 that the Examiner merely makes conclusions and 
does not properly reject the claims under 103. In response to Applicant's argument that 
the Examiner's conclusion of obviousness is based upon improper hindsight reasoning, 
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it must be recognized that any judgment oh obviousness is in a sense necessarily a 
reconstruction based upon hindsight reasoning. But so long as it takes into account 
only knowledge which was within the level of ordinary skill at the time the claimed 
invention was made, and does not include knowledge gleaned only from the applicant's 
disclosure, such a reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 
USPQ 209 (CCPA 1971). Furthermore, the rejection was based on the disclosure of 
Friedman, the success Friedman had in isolating a different species of leptin while using 
another species as a probe, the disclosure that leptin existed in pigs, and the specific 
statement of motivation in Friedman to isolate the molecules from other species, 
including pigs, and the very methods necessary to achieve this goal. Applicant has not 
provided any evidence on the record that one of ordinary skill in the art could not follow 
the teachings and guidance in Friedman et al. to isolate nucleic acids encoding leptin in 
pigs. The fact that the encoded protein has some very specific biological properties in 
the pig is interesting, but not persuasive for the reasons given above and does not avoid 
the rejection of record. 

Applicant argues at page 29 that based on "known differences between 
functional attributes of porcine leptin and murine leptin, one of ordinary skill in the art 
would not expect the functional characteristics of the murine leptin discussed in the 
Friedman patent would be helpful for confirming isolation of a nucleic acid molecule 
encoding for porcine leptin". Applicant's arguments are fully considered, but not 
persuasive. The rejection is one of obviousness and it is based at the time of the 
instant invention. The functional attributes that Applicant is relying on were only 
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discovered after porcine leptin was isolated and characterized. The fact that the 
molecule was porcine leptin was not obscured by some very species specific 
characteristics of the porcine leptin molecule. One of ordinary skill in the art at the time 
the invention was made could have tested the suspected porcine leptin molecule by 
seeing if it bound to a leptin receptor and stimulated the receptor. Therefore, 
Applicant's arguments are not persuasive. 

Applicant argues at pages 28-29 that the Examiner merely makes conclusions 
and does not properly reject the claims under 103. In response to Applicant's argument 
that the Examiner's conclusion of obviousness is based upon improper hindsight 
reasoning, it must be recognized that any judgment on obviousness is in a sense 
necessarily a reconstruction based upon hindsight reasoning. But so long as it takes 
into account only knowledge which was within the level of ordinary skill in the art at the 
time the claimed invention was made, and does not include knowledge gleaned only 
from applicant's disclosure such a reconstruction is proper. See In re McLaughlin, 443 
F.2d 1392, 170 USPQ 209 (CCPA 1971). Furthermore, the rejection was based on the 
disclosure of Friedman, the success Friedman had in isolating a different species of 
leptin while using another species as a probe, the disclosure that leptin existed in pigs, 
and the specific statement of motivation in Friedman to isolate the molecules from other 
species, including pigs. Therefore, all the elements necessary to make the rejection 
under 103 were found in Friedman et al, including an expectation of success based on 
Friedman's success in isolating one species of leptin using another species of leptin as 
a probe and the knowledge that leptin existed in the pig based on the results of the zoo 
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blot which are included in Friedman's disclosure. Applicant has not provided any 
evidence on the record that one of ordinary skill in the art could not follow the teachings 
and guidance in Friedman et al. to isolate nucleic acids encoding leptin in pigs. The fact 
that the encoded protein has some very specific biological properties in the pig is 
interesting, but not persuasive for the reasons given above and does not avoid the 
rejection of record. 

Applicant argues at page 29 of the response that U. S.S.N. 08/692,922 teaches 
away from the claimed invention because the porcine nucleic acid sequence is different 
from both the murine and the human sequences. However, the instant claims were not 
rejected over Friedman et al. based on modification/mutation of the Friedman et al. 
sequences to arrive at the porcine nucleic acid molecules. The rejection is based on 
the fact that Friedman et al. teach isolation of nucleic acid molecules encoding leptin 
protein from other species, using the human and/or murine nucleic acids as probes for 
said nucleic acid molecules. Applicant is arguing at page 30 of the response that the 
specifics of the porcine nucleotide sequence of the instant application could not be 
predicted from the disclosure of Friedman et al. Applicant is correct in this statement, 
which is why a patent was granted on the isolated nucleic acid molecule encoding 
porcine leptin which is disclosed in the instant application. However, this is not what 
Applicant is currently claiming. Applicant is arguing limitations which are not in the 
claims - the claims are directed to a genus of nucleic acid molecules which hybridize to 
a given nucleic acid sequence under a recited set of hybridization conditions. The point 
of the current rejection is that under the conditions of the instant claims, the molecule 
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which would be isolated are obvious over Friedman et al. because Friedman et al. teach 
nucleic acid molecules encoding leptin from human and mouse, and Friedman et al. 
teach isolation of leptin from other species, including pigs, and those molecules which 
are encompassed by the instant claims would also hybridize and be isolated using the 
nucleic acid molecules of Friedman et al., absent evidence to the contrary. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christine J. Saoud whose telephone number is 571-272- 
0891. The examiner can normally be reached on Monday-Friday, 6AM-2PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback can be reached on 571-272-0961. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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